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1. Introduction 

Quality in healthcare is a fundamental component of safe, effective, and patient-centred service 

delivery. According to Donabedian (1988), quality can be evaluated through structures, 

processes, and outcomes, while the World Health Organization (WHO, 2021) emphasises 

safety, effectiveness, and equity as core dimensions of high-quality care. Clinical governance 

frameworks have been developed to ensure accountability and continuous improvement within 

healthcare organisations (Scally and Donaldson, 1998). However, failures in governance can 

lead to severe consequences, as demonstrated in the case of Lucy Letby. 

The case occurred at the Countess of Chester Hospital between 2015 and 2016, where multiple 

neonatal deaths and incidents of harm were reported. Despite repeated concerns raised by 

senior clinicians, there was a failure to act promptly, leading to continued patient harm. This 

case has become a significant example of systemic failure in healthcare, highlighting 

weaknesses in incident reporting, leadership, and organisational culture. 

This report critically analyses the root causes of these failures using established quality 

improvement frameworks, including the Fishbone Diagram, and the Donabedian Model & the 5 

Whys. It further evaluates policy issues that contributed to the breakdown in care delivery and 

examines the impact on service quality, efficiency, and equity. Additionally, a SWOT analysis is 

applied to support strategic planning. 

Importantly, this report adopts a systems-based perspective, arguing that while individual 

accountability is relevant, the primary failure lies within organisational systems and governance 

structures. This aligns with Reason’s (2000) systems theory, which suggests that adverse 

events result from multiple latent failures rather than isolated human error. 

Finally, the report proposes evidence-based recommendations supported by quality 

improvement methodologies such as the Plan-Do-Study-Act (PDSA) cycle. These 

recommendations aim to strengthen patient safety systems, improve organisational culture, and 

ensure sustainable service improvement. 
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In addition to structural and procedural considerations, the concept of patient safety culture 

plays a critical role in determining the effectiveness of healthcare delivery systems. Patient 

safety culture refers to the shared values, beliefs, and norms about the importance of safety 

within an organisation (Dixon-Woods et al., 2014). A positive safety culture encourages 

transparency, open communication, and continuous learning from errors, whereas a poor culture 

can suppress concerns and contribute to adverse outcomes. In the case examined, there is 

clear evidence of a deficient safety culture, where concerns raised by healthcare professionals 

were not adequately acknowledged or acted upon. 

Furthermore, the increasing complexity of healthcare systems requires organisations to adopt 

proactive risk management strategies rather than reactive approaches. Traditional models of 

quality assurance often focus on retrospective analysis of incidents; however, contemporary 

approaches emphasise anticipatory systems, early warning mechanisms, and continuous 

monitoring (Braithwaite et al., 2017). The failure to detect and respond to emerging patterns of 

harm in this case highlights the absence of such proactive systems. 

This report also recognises the broader implications for public health, as failures in healthcare 

quality not only affect individual patients but also undermine public trust in health systems. Trust 

is a fundamental component of effective healthcare delivery, and its erosion can have long-term 

consequences for service utilisation and patient outcomes. Therefore, addressing these 

systemic weaknesses is essential for ensuring both patient safety and the sustainability of 

healthcare services. 

​
2. Main Body 
2.1 Case Background 

The events at the Countess of Chester Hospital involved a series of unexpected neonatal 

deaths and clinical deteriorations within a short period. As highlighted in the presentation 

component 1, concerns raised by consultants were repeatedly ignored, and there was a 

significant delay in escalation and investigation . 
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This indicates a breakdown not only in clinical processes but also in governance systems 

designed to protect patients. The persistence of harm suggests systemic weaknesses rather 

than isolated incidents, reinforcing the need for a structured analytical approach. 

 

2.2 Root Cause Analysis and the 5 Whys 

​

Root Cause Analysis (RCA) is widely used in healthcare to identify underlying causes of 

adverse events rather than focusing solely on immediate clinical errors (National Patient Safety 

Agency, 2015). In this case, RCA reveals multiple layers of causation, beginning with immediate 

clinical failures and extending to deeper organisational weaknesses. 

At the surface level, immediate causes included the failure to recognise abnormal clinical 

patterns, delays in escalating concerns, and inadequate monitoring of neonatal patients. 

However, applying the 5 Whys technique allows for deeper exploration of these issues. 

​

​
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For example: 

●​ Why were abnormal patterns not recognised?​

 → Because incidents were not systematically analysed. 

●​ Why were incidents not analysed?​

 → Because there was no structured reporting system. 

●​ Why was there no effective reporting system?​

 → Because organisational priorities did not emphasise patient safety. 

●​ Why was patient safety not prioritised?​

 → Because of weak leadership and governance. 

●​ Why was governance weak?​

 → Due to lack of accountability and ineffective implementation of policies. 

This iterative questioning demonstrates that the root causes extend beyond individual actions 

and are deeply embedded within organisational structures and culture. This aligns with 

Reason’s (2000) systems theory, which emphasises that adverse events occur due to latent 

system failures rather than isolated human error. 
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2.3 Fishbone Diagram Analysis​

 

​

The Fishbone Diagram (Ishikawa) complements Root Cause Analysis by categorising 

contributing factors into key domains, thereby providing a holistic and structured understanding 

of complex healthcare failures. Unlike linear approaches, this model enables the identification of 

multiple, interacting causes across organisational levels, making it particularly relevant in 

analysing adverse events within healthcare systems. 

In this case, the Fishbone Diagram highlights several interrelated factors contributing to 

neonatal deaths and patient harm: 

People:​

 Failures related to human factors included poor communication between staff and 

management, reluctance to escalate concerns, and a lack of confidence in reporting systems. 

These issues reflect deeper cultural problems within the organisation, where staff may have felt 

unsupported or discouraged from raising safety concerns. This aligns with literature suggesting 

that ineffective communication is a leading contributor to patient safety incidents (Vincent, 

2010). 
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Process:​

 There was an absence of standardised incident reporting procedures and a failure to 

systematically analyse clinical data. Without clear protocols, patterns of harm were not identified 

in a timely manner, delaying intervention. This indicates process inefficiencies and highlights the 

importance of structured systems in ensuring patient safety. 

Environment:​

 Environmental factors included high workload, staffing shortages, and pressure within the 

neonatal unit. These conditions reduced the ability of healthcare professionals to effectively 

monitor patients and respond to emerging risks. From a systems perspective, such 

environmental constraints can significantly increase the likelihood of errors (Reason, 2000). 

Management:​

 Leadership failures were evident in the lack of response to repeated warnings and the absence 

of proactive decision-making. Management plays a critical role in ensuring accountability and 

enforcing safety protocols; therefore, ineffective leadership contributed directly to the 

persistence of harm. 

Policy:​

 Although safety policies, including whistleblowing frameworks, were in place, their 

implementation was ineffective. This reflects a gap between policy and practice, a 

well-documented issue in healthcare systems (Dixon-Woods et al., 2014). The failure to 

escalate concerns to external regulators further demonstrates weaknesses in governance 

structures. 

Technology:​

 An additional and often overlooked factor is the role of technology in supporting patient safety. 

In this case, there was a lack of digital incident reporting systems, absence of real-time patient 

monitoring alerts, and poor data integration.  
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2.4 Donabedian Model Application​

 

​

​

​

The Donabedian Model provides a well-established and systematic framework for evaluating 

healthcare quality through three interrelated components: structure, process, and outcome 

(Donabedian, 1988). It is widely applied in health and social care research due to its ability to 

link organisational conditions with patient outcomes. Applying this model to the present case 

enables a comprehensive analysis of how deficiencies within the healthcare system contributed 

to adverse events and patient harm. 

Structure 

Structural factors refer to the organisational context in which care is delivered, including staffing 

levels, availability of resources, infrastructure, and governance systems. In this case, significant 

structural weaknesses were evident. Staffing shortages within the neonatal unit increased 

workload pressures, reducing the capacity for adequate patient monitoring. Additionally, weak 
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clinical governance frameworks and lack of effective oversight mechanisms created an 

environment where risks were not systematically identified or managed. 

These structural deficiencies reflect broader organisational issues, particularly in relation to 

leadership and accountability. According to Walshe and Smith (2016), strong governance 

structures are essential for ensuring compliance with safety standards and promoting 

high-quality care. The absence of such structures in this case limited the organisation’s ability to 

respond effectively to emerging concerns. 

Process 

The process component focuses on how care is delivered, encompassing clinical practices, 

communication systems, and adherence to protocols. In this case, multiple process failures 

were identified, including ineffective incident reporting systems, delays in escalation, and poor 

communication between healthcare professionals and management. 

From a quality improvement perspective, process failures are often the most visible contributors 

to adverse outcomes. However, they are frequently rooted in deeper structural issues. This case 

demonstrates how inadequate systems and unclear protocols can lead to delays in intervention, 

ultimately compromising patient safety.  

Outcome 

Outcomes represent the end results of healthcare delivery and are commonly used as indicators 

of quality. In this case, the outcomes were severe and included neonatal deaths, patient harm, 

and a significant loss of public trust in the healthcare system. These outcomes are directly 

linked to the failures identified in both structure and process. 

Critical Evaluation of the Model 

The Donabedian Model is highly valued for its simplicity, clarity, and logical structure, making it a 

widely used tool in healthcare quality assessment. It provides a clear framework for linking 

organisational inputs (structure) to care delivery (process) and outcomes, enabling a systematic 

evaluation of healthcare performance. 
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However, the model has been subject to criticism. One key limitation is its linear nature, which 

may oversimplify the complex and dynamic interactions within healthcare systems (Walshe and 

Smith, 2016). In reality, the relationship between structure, process, and outcome is often 

non-linear and influenced by multiple external factors, including organisational culture, 

leadership, and policy environments. 

​

​

2.5 SWOT Analysis for Strategic Planning 

A SWOT analysis provides a strategic overview of organisational factors: 

 

Strengths: 

●​ Existing NHS safety frameworks 

●​ Established clinical guidelines 

Weaknesses: 

●​ Poor implementation of policies 

●​ Ineffective leadership 

●​ Weak reporting systems 

Opportunities: 

●​ Digital reporting tools 

●​ Staff training and development 

●​ Strengthening governance systems 

 

Threats: 

●​ Organisational culture resistant to 

change 

●​ Resource constraints 

●​ Risk of reputational damage 

​

​
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SWOT analysis is a strategic planning tool used to identify internal and external factors affecting 

organisational performance. In this case, it provides a framework for understanding both the 

strengths and weaknesses of the healthcare system, as well as opportunities for improvement 

and potential threats. 

​

2.6 Policy and Governance Analysis​
Policy and governance play a crucial role in ensuring patient safety and quality of care. In this 

case, several policy-related issues contributed to the failure of the healthcare system. These 

included ineffective whistleblowing mechanisms, lack of accountability, and failure to escalate 

concerns to external bodies . 

From a critical perspective, the failure of governance structures suggests that accountability 

mechanisms were either weak or not enforced. Leadership plays a central role in translating 

policy into practice, and the lack of effective leadership in this case contributed significantly to 

the persistence of harm. 

2.7 Impact on Service Delivery 

The systemic failures identified in this case had significant implications for service delivery, 

affecting key dimensions of healthcare quality. 

Quality 

The failure to recognise and respond to risks resulted in an unsafe care environment, leading to 

preventable deaths. This represents a fundamental breach of healthcare standards. 

Efficiency 

Delays in escalation and investigation led to inefficient use of resources and prolonged 

exposure to risk. Inefficient systems not only compromise patient safety but also increase 

operational costs. 
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​

Equity 

The impact was disproportionately experienced by vulnerable neonatal patients, highlighting 

issues of equity in healthcare delivery. Ensuring equitable care is a core principle of public 

health, and its violation underscores the severity of the failure. 

These impacts demonstrate the interconnected nature of healthcare systems, where failures in 

one area can have wide-ranging consequences. Addressing these issues requires a 

comprehensive approach that integrates organisational, clinical, and policy-level interventions. 

​

​

​

​

​

​

​

​

3. Recommendations​
The analysis of the Lucy Letby case demonstrates that failures in clinical governance, 

communication, leadership, and system processes collectively contributed to patient harm. 

Addressing these issues requires a comprehensive and structured approach to service 

improvement, supported by established quality improvement methodologies such as PDSA, 

PDCA, Lean, and Six Sigma. The following recommendations are designed to target the 

identified root causes and promote sustainable improvements in healthcare delivery. 

 
12 



 
 

​

3.1 Implementation Using the PDSA Cycle 

​
The Plan-Do-Study-Act (PDSA) cycle provides a systematic and iterative approach to 

implementing and evaluating change within healthcare settings (Institute for Healthcare 

Improvement, 2020). 

Plan 

At the planning stage, healthcare organisations should develop a standardised and transparent 

incident reporting system. This should include clear escalation protocols to ensure that concerns 

raised by healthcare professionals are acted upon promptly. Additionally, staff training 

programmes should be introduced to improve awareness of patient safety practices, 

communication skills, and reporting responsibilities. Leadership roles and accountability 

structures must also be clearly defined to ensure effective governance. 
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Do 

The proposed interventions should initially be implemented on a small scale, such as within the 

neonatal unit, to allow for testing and refinement. Digital tools, including electronic incident 

reporting systems and real-time patient monitoring technologies, should be introduced to 

enhance data collection and early detection of risks. Staff should be encouraged to actively 

engage with these systems to foster a culture of safety and transparency. 

Study 

The effectiveness of the interventions should be evaluated through measurable indicators, such 

as the number of reported incidents, response times to clinical concerns, and staff engagement 

levels. Feedback from healthcare professionals should also be collected to identify any barriers 

to implementation. This stage is critical in determining whether the interventions are achieving 

their intended outcomes. 

Act 

Based on the findings, successful strategies should be refined and implemented across the 

wider organisation. Continuous monitoring and evaluation should be maintained to ensure that 

improvements are sustained over time. This iterative approach allows organisations to adapt to 

changing conditions and continuously enhance patient safety. 

3.2 PDCA Cycle for Governance and Accountability 

The Plan-Do-Check-Act (PDCA) cycle complements PDSA by emphasising continuous 

improvement and organisational learning. In this context, PDCA can be applied to strengthen 

clinical governance and accountability frameworks. 

​

​
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​

This approach ensures that policies are not only developed but also effectively implemented and 

monitored. 

3.3 Lean Approach to Process Improvement 

Lean methodology focuses on reducing waste and improving efficiency within healthcare 

systems. In this case, inefficiencies in incident reporting and delayed responses contributed to 

adverse outcomes. Applying Lean principles can streamline processes by eliminating 

unnecessary steps and improving workflow. 

For example, simplifying reporting procedures and reducing bureaucratic barriers can 

encourage timely reporting of incidents. Standardising processes across departments can also 

improve consistency and reduce variability in care delivery. By enhancing efficiency, Lean 

approaches can contribute to both improved patient safety and better resource utilisation.​
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3.4 Six Sigma for Reducing Errors 

Six Sigma is a data-driven approach aimed at reducing variation and improving quality. In the 

context of this case, Six Sigma can be used to identify patterns in clinical incidents and 

implement targeted interventions to reduce errors. 

For instance, statistical analysis of incident data can help identify high-risk areas and inform 

decision-making. By focusing on measurable outcomes, Six Sigma supports evidence-based 

improvements and enhances accountability within healthcare organisations. However, it 

requires adequate data infrastructure and staff training to be effectively implemented. 

3.5 Strengthening Safety Culture 

A key recommendation is the development of a positive patient safety culture. This involves 

promoting open communication, encouraging staff to report concerns without fear of retaliation, 

and fostering a learning environment. Leadership plays a crucial role in shaping organisational 

culture, and leaders must actively support transparency and accountability. 

Whistleblowing policies should be strengthened to ensure that concerns are addressed promptly 

and appropriately. Regular training and awareness programmes can further reinforce the 

importance of patient safety and empower staff to contribute to quality improvement initiatives. 

3.6 Leadership and Workforce Development 

Effective leadership is essential for driving change and ensuring the successful implementation 

of improvement strategies. Leadership training programmes should focus on patient safety, risk 

management, and decision-making. Additionally, addressing staffing shortages and workload 

pressures is critical to improving working conditions and reducing the likelihood of errors. 

Investing in workforce development not only enhances staff performance but also contributes to 

overall organisational resilience. 
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3.7 Digital Transformation and Technology Integration 

The integration of digital technologies is crucial for improving patient safety and service delivery. 

Implementing electronic reporting systems, real-time monitoring tools, and data analytics 

platforms can enhance the detection of risks and support timely interventions. 

Technology can also facilitate communication and coordination among healthcare professionals, 

reducing the likelihood of information gaps. However, successful implementation requires 

adequate training and organisational support. 

 

3.8 Overall Strategic Impact 

These recommendations collectively address the root causes identified through RCA, Fishbone, 

and Donabedian analysis. By combining multiple quality improvement methodologies, the 

proposed strategy ensures a comprehensive and sustainable approach to service improvement. 

Importantly, the focus on systems-based interventions aligns with contemporary healthcare 

practices and supports long-term improvements in patient safety. 

 

​

​

​

​

​
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4. Conclusion​
This report has critically examined the failure in clinical governance associated with the Lucy 

Letby case, highlighting the complex and multifactorial nature of adverse events in healthcare 

settings. Through the application of key theoretical frameworks, including Root Cause Analysis, 

the Fishbone Diagram, and the Donabedian Model, the analysis identified significant 

weaknesses in organisational structure, care processes, and policy implementation. 

The findings demonstrate that patient harm in this case was not the result of isolated individual 

actions but rather a consequence of systemic failures embedded within the healthcare 

organisation. Issues such as poor communication, ineffective leadership, inadequate reporting 

systems, and weak governance frameworks collectively contributed to the persistence of harm. 

Furthermore, the analysis revealed a gap between policy and practice, emphasising the 

importance of effective implementation and organisational commitment. 

The impact on service delivery was substantial, affecting not only the quality and efficiency of 

care but also equity, as vulnerable neonatal patients were disproportionately affected. 

Additionally, the loss of public trust underscores the broader implications of such failures for 

healthcare systems. 

The recommendations proposed in this report provide a structured and evidence-based 

approach to addressing these challenges. By utilising quality improvement methodologies such 

as PDSA, PDCA, Lean, and Six Sigma, the report outlines practical strategies for enhancing 

patient safety, strengthening governance, and promoting a culture of continuous improvement. 

In conclusion, this case highlights the critical importance of adopting a systems-based approach 

to healthcare quality. Sustainable improvement requires not only robust policies and frameworks 

but also effective leadership, organisational accountability, and a strong safety culture. By 

addressing these factors, healthcare organisations can reduce the risk of future harm and 

ensure the delivery of safe, high-quality care.​

​

​

​

​
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